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September 21,:2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follo@ng product is Manufactured, Packed, and/or Dis.tributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I1 has a labelthat contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Irm. wishes to take advantage 
of the exemption to section 20 1 (g}(l)(C) of the act and comply with section 403(r)@) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediam &ure, and may be exploratory 
in nature. 

bacteria in ‘your intesti6es, you wih 
likely see a decrease in unhealthy 
bacteria, yJhich can cause that 
troublesome occasional CBS, loose 
stoolq and constipation.’ 

Proprietary Probiotic Blend 
Lacet~bacillus acidophilus and 
Bi~~~b~cterinrn longum 

1 
I certify that the information contained iri this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ~~~~ 

Robert C. Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920)406-3608. 

Sincerely, 

w 
. 

Mitihael P. Devereux 
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September 2 1,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RET: Label ClaimsfDiscIaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is h4anufactured, Packed, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I 1 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Ina wishes to take advantage 
of the exemption to section-201(g)(l)(C) of the act and comply with seGtion.403(r)(6foft act. These claims are 
not necessarily for a product we currently market or pian to market in the immediate fi.rture, and may be exploratory 
in nature. 

Proprietary Probidtic Blend 
Lacetob&&s acidophiius and 
~i~doba~t~riurn bngum 

I certify that the information contained in this notice is complete and accurate a$ that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientidc Affairs, at 
(920) 406-3608. 

Sincerely, 

WP 
. 

Michael P. Devereux 
Chief Financial O fficer 
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September 22,2005 , 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 -, 

Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Dis&imers 

Dear Sir or Madam: 

This letter is to notify you that the following prod@ is Manufactured, Packed and/or Disjributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, &x& Bay, Wiseqrsin 543 II hasalabel.that contiins a statement provided 
by section 403(r)(6) of theFederal Food, Drug and, Cosmetic Act. Enzymatic Therqy, In& wishes to take advantage 
of the exemption to section ZOl(g)(l)(C) of the qt and comply with section 4&(r)(6) of the act. These claims are 
not necessarily for a product we currently market-or plan to,market in&e &nm&$iate future, and may be exploratory 
in nature. 

Acidophilus 
Pearls TM 

-- , 

essential vitar&x, such a$ vitamin 812, folqte, 
and vitamin K. j %x&e n&#‘Qs &uppoft many 
functians in your body. invading metabalizir*rg 
fats and proteins and s~~~~~ing.e~e~gy, 
healthy nerves, skin and ha-k. Heafthy levels of 
beneficial probidtks.&n he& &.~pport 
production of these key;.ntifr&$s.* 

Lacetobacsill~s acidophilus and 
?~~d~bac~e~~ longum 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are &thful and r&misleading. 

By: 
Robert C. Doster 

Title: Senior Vice President of Scientific. Affairs II 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs, at 
(920) 406-3608, 

P I 


